
Attorney's Docket No.: 06275-160002 /D 1863-1PUS 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



■TRAD 

Applicant 
Serial No. 
Filed 
Title 



Art Unit : 1623 
Examiner : Leigh C. Maier 



Ann-Kristin Karlsson et al. 
09/993,669 
November 27, 2001 

STERILE POWDERS, FORMULATIONS AND METHODS OF PRODUCING 
THE SAME 



Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

TRANSMITTAL OF DECLARATION 

Applicants enclose herewith a signed Declaration of Jan Trofast. 
Please apply any charges or credits to Deposit Account No. 06-1050. 

Respectfully submitted, 



Date 



Fish & Richardson P.C. 
225 Franklin Street 
Boston, MA 021 10 
Telephone: (617) 542-5070 
Facsimile: (617)542-8906 





3 \c3&^\s 



Janis K. Fraser, Ph.D., J.D. 
Reg. No. 34,819 



2U81278.doc 



CERTIFICATE OF MAILING BY EXPRESS MAIL 
Express Mail Label No. EL 980 075 424 US 

October 17. 2005 

Date of Deposit 



Attorney's Docket No.: 06275-160002 / D 1863-1P US 

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant : Ann-Kristin Karlsson et al. Art Unit : 1623 

Serial No. : 09/993,669 Examiner : Leigh C. Maier 

Filed : November 27, 2001 

Title : STERILE POWDERS, FORMULATIONS AND METHODS OF PRODUCING 
THE SAME 

Mail Stop Amendment 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



DECLARATION OF JAN TROFAST 
I, Jan Trofast, declare as follows: 

1 . I have been a scientist at AstraZeneca R&D (formerly Astra AB) since 1 979 in the 
division of Medicinal Chemistry and Pharmaceutical & Analytical R&D. I received a Ph.D. in 
organic chemistry in 1978 from Lund Institute of Technology, Lund, Sweden. I have been 
studying and conducting research in the field of respiratory disorders since 1979, and I am an 
expert in this field. I am fluent in both English and Swedish. 

2. The attached Appendix is a letter dated September 16, 1980, addressed to Gerhard 
Roth of Draco, a company within the former Astra group of companies. The letter is from a 
company named Gambro AB. It reports the results of experiments conducted by Gambro AB at 
the request of Draco. The experiments involved ethylene oxide treatment of samples from 
various batches of budesonide. The letter and handwritten comments are in Swedish, so I 
prepared the attached English translation. 
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3. I hereby declare that all statements made herein of my own knowledge are true and 
that all statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States 
Code and that such willful false statements may jeopardize the validity of the application or any 
patents issued thereon. 
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Gambro AB ap 80-1141 
DRACO 

Attn. Gerhard Roth 1980-09-16 

Fack urn 
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The results from performed ethylene oxide analyses on your substance, Budesonide: 



Analysis 80-09-12 
DFE108 
DFE109 
MPS 

Analysis 80-0fl-lfi 
DFC 107 
DFE 108 bottle 3 
DFE 108 bottle 4 



2.5 ETO|/g/g* 
<1 ETO//g/g 
2.3ETO//g/g 



12 ETOpg/g 

19ETO//g/g* 

22ETO//g/g* 



These batches have been sterilized 
in plastic bags. 



These batches have been sterilized 
in plastic bottles with permeable film 
at the opening. According to 
information from KOB, these batches 
will be used when producing the 
Danish launch batches. 

80-09-18 GR 



The contents of ethylene oxide are determined by gas chromatography with FID- 
detector after dissolution in chloroform (40-60 mg substance In 200 //I chloroform). 

* The difference in the analysis value is 
probably due to the fact that the 
evaporation Is better from a plastic bag 
(in comparison with a bottle). 



80-12-18 G.R 



Best regards 



Lennart Ljunggren/ 

GAMRO AB Karin Pettersson, secretary 



